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Company Profile

Reed Technology and Information Services Inc.

Philadelphia Headquarters:
7 Walnut Grove Drive
Horsham, PA 19044

Washington Operations:
Alexandria, VA

www.ReedTech.com
+1-215-441-6466

= 47 years of experience; founded in 1961
= Over 900 employees
= Business unit of LexisNexis and Reed Elsevier
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Company Profile continued)

Reed Tech

" Arecognized leader in providing content
and life cycle management solutions

Industries Served
= |Life Sciences

* QOver 110 manufacturers entrust their labeling conversion
and content management to us

* Life cycle management for SPLs
* Prepare, harmonize and convert PIM documents

= Federal Government
Since 1970, the U.S. Patent and Trademark Office has contracted
solely with us for publication of patent applications and granted
patents, spanning 11 consecutive contract awards
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Reed Tech Commitment

We are devoted to the highest standards of -
quality, service and security (o)

= Quality
e |SO 9001:2000 certified since 2001

* We keep our knowledge current

¢ HL7 Technical and Process Teams
(and various sub-teams)

+ FDA Regulations and Training Events
¢ Industry Association participation

= Service
* Turn around times that meet your needs
¢ Standard, Expedited and Emergency delivery options
= Security
* Electronic Systems, Data, Facility and Staff security
* Encrypted data transfer via secure portal
e Data backup and disaster recovery
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Reed Tech SPL Experience

Based on Reed Tech Core Competencies

e XML Creation and Knowledge

+ 180,000 XML authored pages per week

* Content Composition
2005 Entered the SPL market at inception

* Human Health Prescription SPL (Oct 2005)
2006 Expanded - Physicians Labeling Rule

* Human Health Prescription SPL-PLR (Jun 2006)
2008 Expanded - eDRL

* Human Health (Prescription & OTC), Animal Health, Biologics

* eDRL Pilot Program (SPL-LCR, SPL-REG, SPL-LL in R4 format)

Over 3,500 SPL conversions delivered to date,
Includes all types of SPL submissions

(\
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SPL Life Cycle — Your Challenge

Content of Labeling Life Cycle
+ Registration and Listing T
MFG & MKTG .+ Final Package Label
. Promgtional Material
UBMISS|0N "’54\'78 ( » Website
pREVC PR Yoy
p /ow L 113 H ”
4;94 Label Family
LABELING REPOSITORY ’/o . *NDA, ANDA, BLA

Y r * Annual Reports

* Supplements

: [ Version N . | Version N . [ VersionN
Label
ey (XLS)
3
&
&
A
0y s -
ISSION & REVIEW
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Reed Tech’s SPL Solution

Sponsor

2

@\

Submission

Upload Data

(\
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FDAAA and SPL
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Industry “Jargon”

CoL

= D-U-N-S
=  eDRL
= ESG

= FDAAA
= FEI

= FPI

= GUID
= Pl

= PDP

= PLR

= SPL

= XML

www.ReedTech.com

Content of Labeling

Data Universal Numbering System
by Dun & Bradstreet

electronic Drug (Establishment) Registration
and (Product) Listing

Electronic Submissions Gateway

FDA Amendments Act

FDA Establishment Identifier (Registration Number)
Full Prescribing Information

Global Unique Identifier

Package Insert

Principal Display Panel

Physicians Labeling Rule

Structured Product Labeling

eXtensible Markup Language
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SPL’s Expanding Impact

2005 Introduced
¢+ Human Health Prescription: SPL (Oct 2005)

2006 Expanded — Physicians Labeling Rule
¢+ Human Health Prescription: SPL-PLR (Jun 2006)

2008 Expanded — CBER and Pilot Program
+ eDRL Pilot Program: SPL R4 (Jul 2008)
+ Biologics/Vaccines CoL: SPL R3 (Oct 2008)

2009 Expanded — eDRL Mandate

¢+ Human Health (Prescription & OTC), Biologics,
Animal Health: SPL R4 (Jun 2009)

www.ReedTech.com 10 @ REED TEGHNOJLOGY
Data, Dt iformation ™

Transforming Data, Delivering I
for the Life Sciences Industry




Current SPL Types

NLM DailyMed —

4,121 published HHP SPLs
(11/21/08)

Reedicon (reedimycin sulfate) Tablet, Film Coated
Reedicon (reedimycin sulfate) Solution
[Reed Tech]

BOX WARNING

GROUP, EXPERIENCE IN INDICATION 3 HAS INDICATED THAT THE IN

LIVER FUNCTION TESTS SHOULD BE PERFORMED PRIOR TO THERA

THE BENEFITS OF THERAPY SHOULD BE WEIGHED AGAINST THE RI§
INDICATION 5 DECREASES CONSIDERABLY IN PROGRESSIVELY OLD]

INTERVALS THEREAFTER, ESPECIALLY DURING THE FIRST SIX MON

DESCRIPTION

NH

o

SPL-Original

CH; ©

reedimyein sulfate

Reedicon sodium occurs as a white powder.

to 10 mg and 200 mg of hydrochloric.

Reedicon sodium is a stable co-ordination compound. Reedicon sodium has th

Reedicon sodium extended-release 10 mg and 200 mg tablets are for oral adm
extended-release tablets contain Reedicon sodium in a once-a-day extended-n

Inactive Ingredients: Inactive ingredient A, Inactive ingredient B, Inactive ingr
D, Inactive ingredient E, Inactive ingredient F, Inactive ingredient G, Inactive ing
|, polyethylene glycol, silicified microcrystalline cellulose, Inactive ingredient K a

www.ReedTech.com

HICHLIGHTS OF PRESCRIBING TNFORMATION

“These highlighis do ot incbwle all the information needed fo we Beedicon Xe
salely rely. See full inn for Reedicon X,
Reedicon Xr (medimyeis sulfate) Tahlet, Film Conted, Priended Release fur Oral
use: - CTV

Reedicon Xi limycin sulf; Salution fo use - CTV
Initial TLS. Apprewal: 2007
BOXED WARNINGS
All Runed Warning Highlighi texd in placed hore. Al Boxd Warning

Tighlight text is placed here. All Boxed Warning Highlight text is plaed
hm.lllmﬂknuﬁ' i fead i here, All Boed W%
‘Hightight trxt is plaeed here., All Buxed Warning Highlizht text bs p

‘here, A1l Boxed Warning Ilighlight text is placed here.

RECENT MAJOR CHANGES

Miew Bosg Yeation (73} oLt

INDICATIONS AND USAGE

Highlight text regasdling Indication 1 L 1),
Highlight leat el [nvdacation 24 1 2).

DOSAGE AND TION

Dieaye anel smasartration hughlights bead s placed b { 2)

CONTRAINDICATIONS

w Tntesting] diasrders mnch as kst Colitis, ritible Bowe] Syndemme, or Crobsia
Trisesae  4)

& Severs hepatic impairment { £

w Aremin( 4)

& Chaoa: Fatigns Syadome | 4)

FULL PHESCHIBING INFORMA HON: COMIENTS™

BOXED WARNING
1 INDIFATIONCI AND LISAGE

WARNINGS AND PRECAUTIONS

& Waning asd Precestions bighght test (5
® Warnuny ased Preceations baglghl texd [

ADVFREE REACTIONS

Moot comanom adverse reactions (cidence > 2%} are upset stomach, nauses, and
womaltug | 4

Ta repart STSPECTFD ADVFREE REACTIONS, cantsed Reed Tech st 215.441.
&84 and www. Reed Tech.cam or FDA af 1.300-FDA- 1088 or www. fila.govimedwnieh

DRIG INTFRACTIONS

® Dig Intessction 18 7.1)

TSE M SPECIFIC POPILATIONS

» BEEDICON KR shoukd he naed with cantion in pregeant wmssen (5 1)
& DEEDICCON X shotkd be ossd with cuution in nsing motbers ( 8.3)

CLINICAL UGY SECTION

Clinizs] Phasmanlogy Highlight Test is placed bam {

Eee 17 far PATIENT COUNSFLING INFORMATION and the FD A-spproved
Medication Guide

Revised: 0152007

&.4 Puediatric Use
8.5 Geriatric Llse

8 DAUG ABUSE AND DEPCHMDENCE

2 NOSAGE AND RF}IMINI‘%IR}\TION SPL-PL R

4 CONTRAINDICATIONS
5 WARNINGS AND PRECAUTIONS

5.1 Warnings ard Precautions - Subsection 1

Varrangs and Frecaotions - &
3 Wamings and Precations -
Wamings and
amings and

7 DRUG INTERACTIONS
7.1 Cirug Inger: 1rnn| I

HUSE IM SPECIFIC PlJPULn]IONS

* Highlights
Ii,;\IIJ\l'I[:.H‘.:;I:-F;[:j’\CHONS - 0 O TOC

* Full Prescribing Information

Pregnancy

g Mothers

T Beclions or subsections amitbed frorm the ull prescribsing inforrmation are not Fsted

FULL PRESCRIBING INFORMATION

fi.1 Starane
17 PATIENT COUNSELING INFORMATION
17.1 MEDGUIDE

HATIEMT PACKADE INSERT

BOXED WARNING

All Boxed Warning text is placed here. All Boxed Warming text is placed here. All Boxed
Warning text is placed here. All Boxed Warning text is placed here. All Boxed Warning text is
placed here. All Boxed Warning text is placed here. All Boxed Warning text is placed here.
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SPL’s Expanding Impact (continued)

FDA Action

Scope

Labeling Milestones

Today’s Focus

\*

Electronic SPL SPL-PLR FDA SPL Index eDRL SPL R3 eDRL
Labeling Docket Rule Amend. Final Docket Docket Docket
Rule (pdf) Act Guidance | |(SPL R4 Pilot (Col) (SPL R4

Program) Req’'d)
Effective Effective Effective Effective Published Effective Effective Effective
Jun 8 Oct 31 Jun 30 Oct 1 June 2 July 10 Oct 15 Junel
(" Human ) ( Human ) ( Human /Drugs\ Human Human Biologics/ Human
Prescrip. Prescrip. | | Prescrip. and Prescrip. Prescrip. Vaccines ) | Prescrip.
Drugs Drugs Drugs Medical & OTC & OTC & OTC
Devices
NDA, BLA, NDA, BLA, | | NDA, BLA, . : : :
ANDA, AR, | | ANDA, AR, | | Eff. Sup. eReg & Biologics lA_Inlnlﬁtz;I f‘_ln”?tf]l
Sup Sup eList ea ea
Biologics/ Biologics/
Vaccines Vaccines
\ 4
2004 2005 2006 2007 2008 2009

www.ReedTech.com
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SPL’s Expanding Impact (continued)

FDA eDRL TIMING Jun 1. 2009
FDA CDER, CBER & CVM
Oct 1. 2007 May 6, 2008 eDRL SPL R4 Mandate
FDAAA HL7 !

Requires Membership Jul 10, 2008 - May 31, 2009
eDRL Passes SPLR4  FDA eDRL Pilot Program

| N )

2007 2008 2009
i
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The “New and Expanded” SPL

3 SPL Implementations,

using 1 SPL Standard 'SPL_LL J

>

NDC Labeler Code an
Request (Form 2656) /\ T o X
* SPL-REG O > S O
. . : > 0) Q w
Establishment Registration 0 c g m
(Form 2656) c o o P
e SPL-LL o 3 Q
-] D Z
Product Listing and 3
Labeling
(Forms 2657, 2658) HL7 SPL Standard
www.ReedTech.com 14 @ IEI?{}EQ}E}ES}ENS%QEY
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SPL-LCR (Labeler Code Request)

= Data Collection
* Data Mapping from Form 2656

* New Data
+ Labeler D-U-N-S Number
+ Labeler Contact Person name and information

* Submit an SPL-LCR for each NDC Labeler
Code (even if you have one, it populates the
new FDA SPL database)
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Form 2656 Ext

Form 2656

racted Data

Approvedk OMB Ho. 0310-0045. Expiration Date: Decemiber. 31, 2007-

Zee OMB Statement on Reverse

DEFARTMENT OF HEALTH AND HUMAN SERVICES FDA USE ONLY
FOOD AND DRUS ADMINISTRATION
REGISTRATION OF DRUG ESTABLISHMENT'

ABELER CODE ASSIGNMEN

REFORTIMNG FIRM MAME
Reed Tech

(In accordance with Public Law 03- 38?)

FD& USE ORhILY

MOTICE: This report is requied by law (21 C.F.R. 207 200, Failure to report can result in imprisonment for not

LABELER CODE

REGISTRATION MUMBER

more than one year or a fine of not more than §1,000, or both. (FD&C A, Section 303). 1234

SECTION A - SITE INFORMATION | D
REPORTING FIRM MAME ETA
Eeed Tech P&

LABELER CODE

SITE ADDRESS (No PO Box)
7 Walnut Grrove Diive

ZITE TELEPHOME NUMBER
( 215 4416400

1234

CITY STATE ZIP CODE COLUNTRY BUSIMESS CATEGORY

Horsharm P& 12044 JRECFY = hu I vererineg
SITE MAILING ADDRESS (I different from site adire ss)

CITY STATE ZIP CODE COUMTRY ZITE IMTERMET/EMAILL ADDREZS

geaner@recdtech.com

DOING BUSINESS A (DBA) NANE OF FIRM (if appleabie)

Contact?

PAREMT COMPARY MNAME

-6434)

PERSON SUBMITTIMG DATA AMD TELEPHORE

Name and

<

O pistributor
[ Foreign Country
[ enalytical Lab

O otrer

Phone

RE&SONS) FOR SUBMISSION TYPE OF GWHERSHIP
E Firm Registration E #ddress Change O 5ol Fropristorship Grary Saner (1-215-441
Registration of Merge BUyaUL N
Partnershi
sdditonal Site E1 Foermry o Business O Partnership BUEINESE TvPE
O re-registration with Same Hame O cosp. #esn
E Lo sssignment I 0w ot Business B comoration % zﬁnuficturer
O] Hame ch oth epacker
ame Change O ather Bl e
SECTION B - FIRM COMPLIAINCE MAILING ADDRESS for Annual Listing Report andior Firm Correspondence

www.ReedTech.com

MUMBER &ND STREET ANDIOR P.O. BOX and ATTENTION LINE andior Internal bal Cod TELEPHOME NUMEER

REASON(s) FOR SUBMISSION 7 Wkt Gieve Ditre (Atts: Devel Wirth) eI T e e ¢ 215 37342011

D Firm Registration D Address Change I Pt | fatt =T Rt EEIE Oth er

. ) dhwirt dtech |
|:| Registration of |:| Merger/Buyout SECTION C - ADDITIONAL FIRM AND SITE INFORMATION e E— N
Additional Site ) ) HAME OF OWHER, FARTNERS OR OFFICERS TITLE FOSITION am eS
|:| Reentry into Busingss //

[] re-Registration with Same hlame ———

@ LC Assignment |:| Out of Business OTHER FIRMS DOING BUSINESS AT THIS e

|:| Name Change LABELER CODE FIRM HAME LAB@ES, FIRM HAME

il DATE
SECTION D - SIGHATURE ™ —/ 10‘/’17/{0007
SIGHATURE OF AUTHORIZING OFFICIAL g TITLE DATE " ==
1041212007

certification (Form FLA2E56) to the

and phone number are listed below.

“DISTRIEUTOR'S CERTIFICATION: As a, Distributor, | am submlﬂlng product listing information to the FDA on my own behalf. | have provided a copy of this

RETURN THIS FORM TO: SIGHMATURE OF DISTRIBUTOR
FOOD ARD DRUG ADMIMISTRATICON

CDER/DRUG REGISTRATION ARD LISTIMG (HFD-337)

5600 FISHERS LANE
RO CKYILLE, MD 20857
INTERMET: DRLS@F DA HHS. 50 ( 2

DISTRIBUTOR'S TELEFHOME MUMBER

FDA 2656 (8/07) {(FRONT)
PREVIOUS EDITION IS OBSOLETE

MO TE: Walidation of this form is not to ke construed as FDA approval of the establishment or its products

16
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SPL-LCR Required Data (Reed Tech Data Collection Form)

From Form 2656 New Data

SPL Submission Type NOC LABELER CODE EEQUEST (51726-8)
i SPL Doc GUID (setld) ) abfHa214-e214-42ch-06ce-bBh3146df T aa
# | SPL Version GUID (id) ) 13741 de-28%e-d0ab-aa10-1co4 101 cochd
SPL Version Number K
_ SPL Revision Date ; /20,2008
Company Name Reed Tech
NDC Labeler Code 1234
D-U-N-S® Number 84915947
Contact Name Gary Saner
I Phone 1 +1-215-441-6454
% Email ] gsanenfireediech cam
- Street Address 1 7 Walnut Grove Drive
City 1 Horsham
State 1 PENNSYLVANIA (FA)
Postal Code 19044
Country United States  (UZA)

www.ReedTech.com 17 (&, REED TECHNOLOGY
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SPL-LCR Rendered View

Reed Tech

Product Information

Product Type MDC LABELER CODE REQUEST

Labeler - reead Tech (2384312247) NDC Labeler Code: 1234

Contact Address Telephone Mumber Email Address

Address: 7 Walnut Grove Diive
Gary Saner | City, State, Zip: Horsham, PA, 15044 +1-215-441-5454 gsanen@reedtech.com
Country: LISA

Revised: 0672008 Reed Tech

www.ReedTech.com
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Labeler Code Comparison

Paper Electronic
MS Word / Reed Tech Excel
Author .
Adobe Acrobat Data Collection Form
Submission Paper (Form 26_56) SPL via ESG
via postal mail
Frequenc Upon change Initial: prior to SPL-LL
d y (infrequent) On-going: upon change
D-U-N-S Number,
Noteworthy Contact Person
www.ReedTech.com 19 @ IEE}ED E}EE}HEN%QEY
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SPL-REG (Establishment Registration)

= Data Mapping from Form 2656

" New Data
* Registrant company and contact info
* Establishment sites, D-U-N-S Number, U.S. Agent,
Importer, Contact Person
= Submit an SPL-REG for each Registrant and its
owned Establishments

= Non-U.S. Establishments must have one U.S.
Agent and at least one Importer

www.ReedTech.com 20 @ REED TEGHNOJLOGY
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SPL-REG Extracted Data

H
Form Approved: OMB Ho. 0910-0045. Expiration Date: December 31, 2007,

OEPARTMENT OF HEALTH AMD HUMAMN SERVICES

See OMB Statemert on Reverse

FD& USE ORLY

FO& USE ORLY

R JFoml Approved: OME Ho. 0910-0045. Expiration Date: Decembrer 31. 2007,

See OMB Ststement on Reverse.

Multiple
Forms 2656

DEFARTMENT OF HEALTH AND HUMAN SERVICES FDa USE oLy FDA USE ONLY
MOTICE: Thi riF
more than ony Form Approved: 0MB Ho. 0910-0045. Expiration Date: Decembrer 31, 2007, See OMB Statement on Rer
SECTION DEFARTMENT OF HEALTH AND HUMAN SERVICES FDA USE ONLY FDA USE OhLY
REFCRTIN| Mhomee FOOD AND DRUG ADMINISTRATION
Reed Tech | | Hom/SE: hie) REGISTRATION OF DRUG ESTAELISHVEN T/
BELER CODE ASSIGNMENT
SITE &DDH SECTION A (In accordance with Public Law 92-387)
13 Strand REPORTIMNGE THUTICE: This report is required by law (21 C.F.R. 207 20). Failure to repart can result in imprisanment for net LAEELER CODE REGISTRATION NUMBER
Peed Tech I | more than one year or a fine of not more than $1,000, or bath. (FDEC A, Section 303 1111 1234567
“OoRH | SECTION A - SITE INFORMATION
H rand i [ REFORTING FIRM MARE STATE OF INC
Firm Name an Soad g Manictunre UK
SITE ADDRESS (No P 0. Box) SITE TELEFHOME MUMBE
Address e e
TAZILT
ot Gl | CIT STATE | ZIF CODE COUNTRY BUSINESS CATEGORY
= LEEEE HIEARETR EER E numen O vererinary
Horshare SITE MAILING ADDRESS ¢ diferent from site address)
FARENT © TS 7 Walnut Grove Diaive
EEEANIERR Ty STATE | ZIF CODE COUNTRY SITE MTERMET/EMAIL ADDREZS
REASONG ramErr e Horsham P& 15044 Uss geanen@reedtech com
B rim fd| peed Tech || DOING BUSINESS &S (DB&) NAME OF FIRM (if appicabie)
[ Regists
A | REASONG) PARENT COMPANY MNAME
Firm R
] Reﬂﬂ& ™ e ed Tec
P,E'HENT I:DMF‘,E'N\T'. N,ﬂ'ME y REAZON(s) FOR SUBMIZSION TYPE OF CWWHERSHIP PERZCON SUBMITTING DATA AMD TELEPHOME
Regi Firm Registration O sddress change [ sele Propristarship Grary Saner (1-215-441-8454) \
Feed Tech - *n g L maserrmuyes O Fartnership BUSINESS TYPE
ame CH [ Reentryinto Business )
Re-Fregistrt with Same Mame B coop. 2esn. [ istrie
- -Registration = = N
Ty ﬁs’;a?';"&ﬂ L OO 0w of Business [ comportion o 4 = A:rT;in IoLuah
Hame Chi epac) alytica
London 520 Strand e Hhanas L oter [ retabeier O other
SECTIOH CITY SECTIOH B - FIRM COMPLIANCE MAILING ADDRESS for Annual Listing Report andfor Firtn Corres| ole nce
MUMBER AMD STREET AMDJ/OR P.O. BOX and ATTENTION LIME and/or Internal Mail Code TELEPHOME MUMBER
HE'IIJI'SC'N F|:|H SUEM'SS'C‘N 520 Strand fvenue (Attn: John Lorenc) *20 ) T441-6358
ES] CITY STATE ZIF CODE COUNTRY CIMWELIANCE IMTERMET/EMAIL
| "7 | London WOCZIN 5IR GBR. ftulnl
E Firm Registration —] .
Q SECTION C - ADDITICHAL FIRM AND SITE INFORMATION
NAME OF OWHNER, FARTNERS OR OFFICERS TITLE FOSITION N
LABELH \
~
LABELER
:E:;:?: OTHER FIRMS DOING BUSINESS AT THIS SITE
LABELER CODE FIRM NAME LABELER CODE FIRM NAME
SECTIOHN Y
DISTRIEL
certification
RETURN SECTION D - SIGHATURE
FOOD &MY "”'f_;“'f'—” SIGHATURE OF AUTHORIZING OFFICIAL TITLE DATE
COER/DRLY ometiond TOAA00Z
SE00.FISHY RETURN T )
ROCKYILL | FOOD AND B OISTRIBUTOR'S CERTIFICATION: A= a, Distributor, | am submiting product listing information o fre F DA on my own Behalf, | have prowded 3 copy of 1 Iy
INTERMET] | SCERDRU certification (Farm F DA 2E56) to the Ny and phone number are listed below.
- SENOFISHER | RETURN THIS FORM TO: SIGMATURE OF DISTRIBUTOR
FDA 2656 RaE e | FOoD AND DRUG ADMINISTRATION
4| CDER/DRUG REGISTRATION AND LISTING (HFD-337)
FDA 2656 (9 | S600.FISHERS.LAME DISTRIBUTOR'S TELEPHONE NUMBER
ROCKYILLE, MD 20857
INTERMET: DRLS@F DA HHS.GOY s )
FDA 2656 (8/07) {(FRONT) MOTE: Walidation of this form is not to be construed ss FDA approval of the establishmert or its products
PREVIOUS EDITION IS OBSOLETE EF

www.ReedTech.com
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Registration
Number (FEI)
“1234567"

Contact Name
and Phone

Business Type
“Manufacturer”

Date
“7/23/2008”
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SPL-REG Required Data (Reed Tech Data Collection Form)

Company Name

Reed Tech Manufacturing Uk

D-U-N-S® Number

L0797 56

FEI Number

1234567

Business Operation

MANUFACTURE (C43360)

Street Address

13 Strand Avenue

www.ReedTech.com
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City Landon
SPL Submission Type ESTABLISHMENT REGISTR ‘q:: State o
SPL Doc GUID (setld) Tha398e5-fac2-48h5-Bhee-f % Postal Code W2 &R
SPL Version GUID (id) 78h1e432-hced-4733-9dc0-05 Country United Kingdom  {GBR]
[}
SPL Version Number 1 % | Contact Name John Lorenc
SPL Revision Date 72352003 - Phone +44-20-7441-6358
Company Name beed Teeh Email jlarencireedtech.com
D-U-N-S® Number 804018947 Street Address 520 Strand Avenue
Contact Name Gary Saner City Londan
‘E PhOITE +1-215-441-6454 State Mone
& Erozl. gsanen@reartech.com Postal Code WC2N 5JR
= .
é ?reet Address ?HWahlnut Grove Drive Country United Kingdom (GBR)
ity arsnam = | Company Name Reed Tech Associates
State PENMSYLYANIA (PA) S =
Postal Code 19044 Cy D-U-N-S* Number 234567891
- . Business Operation UMITED STATES AGENT (C73330)
Country United States  (LISA) i
= | Contact Phone +1-215-734-2121
Contact Email gminfreedtech com
Company Name Reed Tech Imports
£ D-U-N-S® Number J45E7E912
; Business Operation IMPORT ([C73594)
= | Contact Phone +1-215-441-6466
From Form 2656 New Data Contact Email bmeginty@reedtech.com

@ REED TECHNOLOGY
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SPL-REG Rendered View

Product Information
Product Type ESTABLISHMENT REGISTRATION
Registrant - rReed Tech (884918947)
Contact Address Telephone Number Email Address
Address: 7 Walnut Grove Drive
Gary Saner City, State, Zip: Horsham, PA, 19044 +1-215-441-6454 gsaneri@reedtech_com
Country: LSA

Establishment

MName Address IDYFEI Operations
Address: 13 Strand Avenue

Reed Tech Manufacturing LUK City. State, Zip: London, WC2N SJR 230792756/123456 MAMNMUFACTURE
Country: SBR

Contact Address Telephone NMumber Email Address
Address: 220 Strand Avenue

John Lorenc City. State, Zip: London, WC2N 5JR  +44-20-7441-6358 Jlerenci@reedtech_com
Country: SBR

uUs Agent (1D) Address Telephone NMumber Email Address

Reed Tech Associates (234567891) +1-215-F34-2121 gmin@reedtech_com

Importer (1D) Address Telephone Number Email Address

Reed Tech Imports (345878912) +1-215-441-6466 bmoginty@reedtech._com

www.ReedTech.com 23 (&, REED TECHNOLOGY
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Establishment Registration Comparison

Paper Electronic
MS Word / Reed Tech Excel
Author .
Adobe Acrobat Data Collection Form
. Paper (Form 2656) SPL-REG, SPL-NC,
Submission : ) _
via postal mail SPL-OOB via ESG
Frequency Annually Olrrllitg;agli:npgr'i?ertc?nsci:rll_é_e
(<Dec. 31) or annually
D-U-N-S Number,
Noteworth Contact Person,
y Establishment Model,
(U.S. Agent & Importer)

www.ReedTech.com
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SPL-LL (Listing and Labeling)

Data Mapping from Forms 2657 and 2658
= New Data

* Manufacturing Information: Labeler, Registrant (optional),
Establishment sites, Operations, etc.

* Product Listing: Active moiety, product size, UNII, etc.
* Marketing Information: Category, Status, Dates, etc.
= Negotiation (Word version)

= One SPL-LL submitted for each Product (create submission
policy with contractors/partners)

= Product Listing is the same; Content changes per FDA Center
* CDER HHP - CoL
* CDER OTC - Drug Facts and PDP
* CDER API — Shipping Label
* CBER - CoL
* CVM - Label

(\
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SPL-LL Extracted Data

[Beveis || P ][ wwePage || RusssFors | Fomm Approved: OME Na 00100045 Expirafion Disfe: December 31 2007, See OME 5 ifement on Revaree.
HEME AND ACOFESS OF FRM LAEELING REVISON
DEPARTMENT OF HEALTH AND HUMANS SERVICES [ AR TR
FODD AND DRUG ADMINISTRATICN 7 Waint Grove orve O] fre oF soum O rocsnon | FOR| conmmoLne. RECCAD D
DRUG PRODUCT LISTING [J NamE { DOSE/ TR/ INGR FOA 1= il T =
{in accordance wath Pubkc Law 02-387) D-:-THEH"Spn-:J‘p UsE | | | | | | | | | | | |
HATIONAL DRIJG CODE
ses|s|u FRODUST TRADE MAME OF CATALDS HAME
LABELER PROCUCT
PR N E = | s il | E1
ofa] [ {=lefefallelelel [ DTT OO HRERRERRRRERERENERNEEREARAaE
REFCAT DATE TYPEE OF BLEINESS PROOLCT TYPE s b FRODLCT ECONTIMIED EBASIS OF CONCENTRATICN
o ¥ o s B ; "
serLicamonnn, | ve | oa | m Eq CTHER (Spacti] STHER (Spaci e = CTHER (Spact) WHOLE HUMBERS | CECidaL | UMIT
[N [l BT T % | k| 407 414 T 14 P 7Y T s 1% [T 13| 1t [T T
[ [2[z][= =l o =] Je oo [ [ | ] | 11 el L] [TITTITIIT ]
AOLTES CF ADMIHIETRATION
Ca2aaE : = i e Bl e A L PACHKAGE EIZE FACHAGE TYFE
Ar e wus 1k 1= i ] e % o] wlualn =2]a o [ 12| MODCE: THsspadt
& raqubed by
INNRRERRRREERN 03
03
THITIAL WOSTFECENT | DISCONTIMIED | g '7'*“3[""””"
_MAFHETING DATE | MAFKETING DATE CATE f*'ﬂ;‘; e afmad
- YE&R - YE&R - . more tham 81 000 o
1:: 0 o :c 0= 1:: e VER = 03 Lo FORAC A
Sactin xa)
(U]
N e - N ] N - - FOA LIEE OHLY ARROLUNT
sec | s|ulE] Pr ESTABUISHED MAME OF FRODUCT AND/ OR MGRECIENT]S) OR BKOLOGK: FROFER NAME, TEST OBJECTNE ! ECUIFMENT ! REAGENT MAME, ETC. LNIT
F * =l ' E INGREDIENT M0, | WHOLE HUWEER TECINAL
EEH I EIERE B F m|m ik w [ [
05 n alc[e[r]a]u]i s[=]rlr =]
05 1 L.kﬂhE:l ml [z]|7|e|al=|a]T]E
a5 lalr]z
3 Flelalz] |elclv]z] [w]=] =
0 & Form 2657
05
05
05
05
05
s ey L8 e e ACTUAL MANLFACTURING EITE OF THE &BOVE DALG PRCCUCT STATE FOREIGM COUNTRY HEC LABELER CE0E SHOAT MAME
H T e iE|E & | ¥ AR EE M | R i | a7 #
07
07
o7
FORM FDA 2667 (8807)  PREWOUS ECTION ISCBBOLETE. F—————
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SPL-LL Required Data

magnesium stearate, tale, FO&C blue na. 2

. = | Inactive Ingredient Name
(Reed Tech Data Collection Form) KT FOUTVBIB0, 75E7J4R1U, LOBKBRZDAK
R $ |_Strength Numerator Value
T | Strength Numerator Unit oelect
9 q
SPL Submission TYPE HURAM PRESCRIPTION DRUG LABEL WWITH HIGHLIGHTS (45 E Stl'e" ﬂlh Dﬁllﬂl]]il] ator v'ﬂlll&
SPL Doc GUID (setld) B1700eeb-c2db-4772-3317-287f 126464 Strength Denominator Unit Select
SPL Version GUID (id) 12afdall-413c-4ea0-35hB-d2 3dfafdE 368 Cmguﬂ.w MDA,
git \éersl":f“ N;'“ber éﬂafzuna Z Appl No. or Monograph Citation NDA123456
5T Com ::'i?;:te : : E Initial Year of Approval 2003
E pany Reed Technaology and Infarmation Services Inc. = Status T ctive
= D-U-N-S® Number 123456789 = Active Date k/16/2003
< | _Company Name Reed Tech Completed Date WMIDDAY Y
e [ Confidentially Yes Color BLUE (C48333)
D-UN-S® Number 654318947 —
.| Company Name Reed Tech Manufacturing UK 9 C':'I':'! DESCIIPIIGII Sk}" Blue :
z Confidentiality Yes .= | _Scoring 2 [equal pieces)
H D-UN-S® Number 230782756 2 | Shape OvAL ([C48345)
Business Operation MANUFACTURE g Shnpe DEStI'ipIiOI]
E Con(‘lzpa?ylf N?_n‘llt:y seed Tech Pharmaceuticals [VA) E Size 15
E antidentraln =153 = . -
u D-U-N-S® Number 949620736 Imprint REED:ED
Business Operation MANUFACTURE Contains
Product Information Drug Product # 1 Flaver Grape
Proprietary Name Reedicon ||'|'|i|ue
g | Proprietary Name Suffix R ~ |_Package Type BOTTLE (C43168)
g | stablished Name acetaminophen % | OQuantity Numerator Value ]
2 | Route of Administration ORAL (C38288) g — —
Dosage Form TAELET, FILM COATED, EXTENDED RELEASE Quantity Numerator Unit TABLET (C48542)
DEA Schedule Civ_(C48677) E’ Quantity Denominator Value 1
zc"."ce NDE Proudet Code bone Quantity Denominator Unit Select
ctive Ingredient Name(s) acetaminophen -
= |_Active Ingredient UNII code 36205[TL50 National Drug Code (NDC)
_g’ Strength Numerator Va!ue 50 y P'ﬂll.‘.k'ﬂg& '|'}'r|],‘_:= B (6431:"8]
o | Strength Numerator Unit MILLIGRAM (C25253) — —
-% Strength Denominator Value 1 % ﬂl'ﬂ'““‘f Numerator Value 10
< | Strength Denominator Unit Select 9 Quantity Numerator Unit BOTTLE (C45477)
ii::z :::z:zg ﬂa'l'l'iode ;g;‘ggﬁg%hen = | Quantity Denominator Value 1
— Quantity Denominator Unit oelect
R3 R4 Form 2657 New Data National Drug Code (NDC 1234-5675-05
www.ReedTech.com 27 (&, REED TECHNOLOGY
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SPL-LL Rendered View

Human Health

Prescription

Reedicon

REEDICON - reedimycin sulfate tablet, film coated
REEDICON - reedimycin sulfate and sodium chloride in|
Reed Tech

WARNING

Patients taking REEDICON while receiving treatmentj
experience an increase in blood pressure. If you are
before beginning treatment with REEDICON [see WAJ

REEDICON is not to be used by pregnant women or ¥
risk of damage to the fetus [see PRECAUTIONS].

DESCRIPTION

REEDICON is reedimycin sulfate. The chemical name of reedimyc
structure:

W\
-\'\\‘

REEDICON XR - reedimycin sulfate tablet, film coated, extended release
REEDICON XR - reedimycin sulfate and sodium chloride
Reed Tech

injection, solution

HIGHLIGHTS OF FRESCRIBING INFORAMATION

Thee highlightz do not include all the information needed to uze REEDICON XF zafely and effectively. See full pre
REEDICON XE.

Reedicon XR

Initial U.5. Approval: 2008

WARNING
See full preseribing information for complets boed warning.
» REEDICON XF has been known to incrasse blood pressuee in patients tsking SSRIs.
» Not ©r usz in pregnent woman,

RECENT MAJOR CHANGES

Indications =nd Usags (1.2
Wamings and Pracautions (3.3)

INDICATIONS AND USAGE

REEDICON XR is indicatad for

REEDICON
reedimycin sufate tablet, fim coated

Product Information
Product Type

Route of Administration oRA

Active Ingredient/Active Moiety
Ingredient Name
reedimfin sulfate (rzeimfac)

Product Characteristics

Calor BLUE (sif i)  YELLOW
Shape

Flavor

Contains

Packaging

# NDC Package Description
1 zessaos 10 BOTTLE M 150K

1 5 TASLET 1 150TTLE

HUMAN PRESCRIETION DRUG

DEA Schedule

Basis of Strength

resdnfon suime

Multilevel Packaging

comeinz 2 BOTTLE

T paenge s commad vt e SO (1234 5575.08)

Reed

NDC Product Code (Source)

16

REED

1245578

» Chronic pzin syndrome (1.1)
»  Generzlized aches and pains (1.2)

SPL-PLR (HL, TOC, FPI)

CH, o)

s FEEDTCUN SR SOTOTT SIS TEve 08 TeCoaeeToT=.

Marketing Information

Marketing Category  Application Number or Monograph Citation

oA NDAZHES

Labeler - Resd Tech (824518347)
Registrant — Resd Tach (524518347

reedimycin sulfate

SPL-Original

(equivalent to 50 mg of reedimycin). Inactive ingredients include

dimycin sulfate (equivalent to 50 mg of reedimycin) and & mg of
um stearate, iodine, and water.

Name

R Prarmacesice's (357)

Establishment
Name

Seed Tech Frarmaceuicais [VA)

Revised: D8/2008

IDIFEl Operations
sais1anT Repac
Address IDIFEI Operations
EEaT ReLE

Reed Tech

www.ReedTech.com

28

@@, REED TECHNOLOGY

Transforming Data, Delivering Infarmation ™
for the Life Sciences Industry



SPL-LL Rendered View

Biologic / Vaccine

Reedivac

REEDICON - reedimycin sulfate tablet, film coated
REEDICON - reedimycin sulfate and sodium chloride
Reed Tech

in|

WARNING

Patients taking REEDICON while receiving treatmentj
experience an increase in blood pressure. If you are
before beginning treatment with REEDICON [see WAJ

REEDICON is not to be used by pregnant women or ¥
risk of damage to the fetus [see PRECAUTIONS].

DESCRIPTION

REEDICON is reedimycin sulfate. The chemical name of reedimyc
structure:

W\
-\'\\‘

REEDICON XR - reedimycin sulfate tablet, film coated, extended release
REEDICON XR - reedimycin sulfate and sodium chloride
Reed Tech

injection, solution

HIGHLIGHTS OF FRESCRIBING INFORAMATION

Thee highlightz do not include all the information needed to uze REEDICON XF zafely and effectively. See full pre
REEDICON XE.

Reedicon XR

Initial U.5. Approval: 2008

WARNING
See full preseribing information for complets boed warning.
» REEDICON XF has been known to incrasse blood pressuee in patients tsking SSRIs.
» Not ©r usz in pregnent woman,

RECENT MAJOR CHANGES

Indications =nd Usags (1.2
Wamings and Pracautions (3.3)

REEDICON
reedimycin sufate tablet, fim coated

Product Information

Product Type HUMAN PRESCRETION DRLC NDC Product Cade (Source) P

Route of Administration oRA DEA Schedule o

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength

reedimfin sulfate (rzeimfac) resdimfon suime

Product Characteristics
Calor
Shape
Flavor

21U (sef ) YELLOW Score e

16

REED

Contains

Packaging
# NDC Package Description

10 SOTTLE W 150K

Multilevel Packaging
1 1zesERs coms a5OTTLE

1 ) TASLET 1n 1 30TTLE T paenge s commad vt e SO (1234 5575.08)

INDICATIONS AND USAGE

EEEDICON XR iz indicsted for
» Chronic pzin syndrome (1.1)
»  Generzlized aches and pains (1.2)

Marketing Information
Marketing Category Application Number or Monograph Citation
oA NDAIZES

Marketing Start Date Marketing End Date

Labeler - Resd Tech (824518347)

Registrant — Resd Tach (524518347

SPL-PLR (HL, TOC, FPI)

CH, o)

s FEEDTCUN SR SOTOTT SIS TEve 08 TeCoaeeToT=.

reedimycin sulfate

SPL-Original

(equivalent to 50 mg of reedimycin). Inactive ingredients include

dimycin sulfate (equivalent to 50 mg of reedimycin) and & mg of
um stearate, iodine, and water.

Name Address ID/FEL Operations
REl Prarace s (G57) satgtans REPATE
Establishment

Name Address IDIFE Operations
Feed Tec Frarmacecicsis (VA) e RevseE.

Revised: D8/2008 Reed Tech

www.ReedTech.com
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SPL-LL Rendered View

Animal Health

Reedipet

REEDIPET
reedimycin sulfate solution

N - - N - - Product Information
=?xml version="1.0" encoding="UTF-8"7> - erescreo M o NDC Prockct Code (Saurcs) | 125057
Floute of Administration - DEA Schedute

2 <?xml-stylesheet type="text/xsl|" href="spl.xsl"?=>
3 ||=document xsi:schemal ocation="urn:hl7-org:vd PORP_MT050032UV xsd" xmins="um:hl7-q ' @ oot

urn:hl7-org:v3ivoc” xmins:xsi="http /Mmww.w3.org/2001/XMLSchema-instance"> ingredient Name Basis of Strength Strangtn
4 <id root="cc93ee61-7h8r-4f82-befs-fc07c3eaddeb"/> T T
5 <code code="50578-4" cocdeSystem="2.16.840.1.113883.6.1" coceSystemName="LOIN | macive mowdicn=

PRESCRIPTION ANIMAL DRUG LABEL"/> —— o
<title>Reedipet (Reedimycin sodium) Solution<ftitle> —— e

6

< . .

7 effectlveTlme REEDIPET - reedimycin sulfate solution =
8 <setld root="cc] Reed Tech Animal Health

o Em— Product Characteristics
9 <versionNumbe — —
10 <author= S : ==
Flavor GRAPE (wid graze] Imprint Code
11 <time/> Contains
12 <assignedEn -
Packaging
1 3 {lep|e$en' z # NDC Package Description Multilevel Packaging
. n 1 | 124867510 100 mL a1 BOTTLE Moo

14 <id exte 2| rmemres 2o

180.0 mg of reedimycin sulfate/mL
15 <name> : :

For Cats only Marketing Information
1 6 {telecor Not for use in dogs. ing Category  Application Number or Citation Marketing Start Date  Marketing End Date

NDA NDAIZI4EE 005
17 <telecorn
H CAUTION
1 8 {aSSIgni Labeler — Resd Tech Animal Hesth: (324318347)
: Federal law restricts this drug to use by or on the order of a licensed veterinarian.
1 9 4—C0I’If Federal law prohibits the extra-label use of this drug in food-producing animals. Registrant — Ress Tech g24918347)
20 <assi )
. | DEScRIPTION [E=mth T

Reedipet is a oral soluticn containing reedimycin sulfate, a synthetic antimicrobial agent. The empirical formulall ... s P I

4oH200N and the molecular weight is 200.00.

Figure 1. The chemical structure of reedimycin sulfate. Establishment

Name Address IDIFEL ‘Operations
.\“\\ M H2 Faed Tech Prarmaceutica's (VA T RELABEL
: Revised: 08/2008 Reed Tech Animal Health
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SPL-LL Rendered View

Human Health — O s

Reedifed

Froduct Type TUMAAN TS DRUE NDC Product Code (Source) 1234 5578

Route of Administration omaL DEA Schedule

Active Ingredient/Active Moiety
Ingredient Name Basis of Strangth Strength
reedinmficin sodium (reedofon) resdimf e et

REEDIFED - reedimycin sodium tablet, film coated, extended | | W9t tams= Strength
Reed Tech -lhfp-ulnallns:
A ——
ACKAGE LABEL PRINCIPAL DISPLAY PANEL o i

Active ingredie
Reedimycin 100 g

pregelatinized starch
NDC 1234-5678-24 N ;.

=temric acid

titanium dicaide
vses DIFED OTC =
FD&C Bluc No. 1
= headache ts
- Sneezin : :
cough s SPL Pain Reliever/Headache Reducer SeliE T mrE e e s
R R = Color Score o mmre
= dizziness WARNING: May cause drowsiness Shape VAL (capmie staped) Size 15emen
= confusion — GRAFE (wid grape) int Code
b K h - Fever Reducer - - ‘:w" s = e
- ackache < Aody Aehes Contains FR——
- Nasal Congestion
Warrnings FPackaging
) 3 . 2 # NDC Package Description Multilevel Packaging
A.Il:(:_ih(:ll “min | Not suitatrle for households with children  contains 24 caplets s I i o e s —roiTms
reedimycin or oth 1 24 TASLET in 1 BLISTER PACK Tris package = coasined witin e CARTON (1254 567

Do not use PACKAGE LABEL BACK PANEL

= WWith any othen

1fyou have evd Drug Facts (cortinued) Drug Facts (continued)
Warnings Stop use and ask a doctor if
Alcohol warning: If you consume 5 or more alcoholic = new symptomms ocour
Ask a doctor be drinks every day, ssk your doctor whether you should = your get nervous, dizzy, o slespless
take reedimycin or other pain relieversiiever reducers = SPL pain gets worse of lasts for mare than 10

= heart disease Marketing Information

- high blood pre o — If pregnant or reast feeding, ack 2 heslth e - = = e S T e
= ith any ofher product containing resdimycin. Taking | Professional befors use. T smA125455
= a headachs thy more than directsd may cause liver damage Keep out of reach of children.

= If you have ever had an allergic reaction to any other T "
SPL pain relieversever reducer Overdose warning: Taking more than the

Ask a doctor or recommended dose may cause liver damage. In Labeler — Resa Tech (ssag183an)
overdose, get medical help or contact & Poison C|

Ask a doctor bef if I
e e Center right avay. GQuick medical attertion is criti

= heart disease

Registrant — Reed Tech (834515547)

= high biood pressure adults az well as for children even if you do nat n
= @ headache that is different from your usual sny signs or symplofms -
headaches Establishment
Directions Name Address= IDrEEL Operations=
Ask a doctor or pharmacist before use if you are = donot use more then directed (see overdose = e e e
taking sedatives or franquilizers warning) Ll i e
Adutts andt children 12 Svvallove 2 caplets o "
When using this product vears of age and over 4 hours not to exces Establishment
= do !|ol use n_'mre_than directed caplets in 24 hours N At IDVEEL =
= avoid alcohalic drinks: Children under 12 years | Ask a doctar =2 = TS =
= be careful when driving & mator vehicle or operating of age R o ST iE-
machinery
+ aloohol, sedatives, and tranguil izers may increase Other Information Revissd: 06/2008 Reed Tech
drowsiness

= store st 59° to 77°F ina dry place

REED TECHNOLOGY
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SPL-LL Rendered View
Human Health — OT

Detalls

Text (.DOC)

Pkg/Carton
Image
(.PDF, other)

Form
2657 +
other
sources

\

Title

“Body” Drug Facts Text

“Body” Principal Display
Panel Text and Image

Drug Listing Table

REEDIFED - reedimycin sodium tablet, film coated, extended release
Reed Tech

Active Ingredient (in each caplef)

Purposes
Reedimycin 100 mg Pain reliever/Headache reducer

Uses

= headache
- sneezing

- cough

= dizziness

= confusion
- backache

Wamings

Alcohol warning: If you consume § or more alcoholic drinks every day, ask your doctor whether you should take

reedimycin or other pain relieversifever reducers.

Do not use
= With any other product containing reedimycin. Taking more than directed may cause liver damage.
- Ifyou have ever had an allergic reaction o any other SPL pain relieverfever reducer.

\

PACKAGE LABEL PRINCIPAL DISPLAY PANEL
P 1
|

NDC 1234-5678-29

7 BEEBIFED oTC

SPL Pain Reliever/Headache Reducer

WARNING: May cause drowsiness

- Fever Reducer —
- Body Aches ’//’g..‘(i,‘/

- Nasal Cengestion U

ot suitatte for nousenholds with chidrer  contains 24 caplets

REEDIFED
reedimycin sedium tablet, film coated, exiended release

Product Information
Product Type HUMAN OTC DRUG NDC Product Code {Source) 12545578

Route of Administration oma DEA Schedule

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
recdimin sodium sd =) resdmfen zedm 100y

Inactive Ingredients

Ingredient Name Strength

Product Image (future)

v

Marketing Information

Mrktg. and Mfg.
Information Table

www.ReedTech.com

ing Category ion Number or Ciation Marketing Start Date Maricating End Date
Labeler — Ress Tech (234315547)

Registrant — Ree: Tech (24515547

Name Acaress =1 Operations.
Establishment

Name Adaress orre Operations

Revissa: 082008 Resa

acn
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Product Listing Comparison

Paper Electronic
MS Word / Reed Tech Excel
Author .
Adobe Acrobat Data Collection Form
Paper
Submission (Form 2657/2658) SPL-LL via ESG
via postal mail
Upon change or Initial: for public awareness
Frequency semi-annually On-going: upon change or
(June, Dec.) if change semi-annually if change
Noteworth Labeler & Establishment,
y Mrktg/Mfg Info, SRS UNII
www.ReedTech.com 33 @ REED TECHNOLOGY
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SPL Life Cycle — Your Challenge

= Content Owner Responsibilities
* Monitor labeler code, establishment and listing changes
* Update SPL as appropriate
* Resubmit SPL
= SPL Version Control
* Version number
* GUIDs
* Dates
* Etc.
= Manage Multiple Versions
* Internal corporate version (website, collateral)

* FDA “Center Review” version for approval
¢ Parallel submissions
* NLM DailyMed and Drugs@FDA public versions

(\
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SPL Life Cycle — Your Challenge (continued)

NDC Product Code

NDC Package Code

SPL "Grouping" (TBD)

Code Drug Dosage Strength | Code | Pkg | Count] A B* C D
Name Form
01 Bottle 10 #1
1111  MyDrug Tablet 25 MG 02 Bottle 50 #2 | #1
03 Bottle 100 #3 #1
04 Bottle 10 #4 #1
2222 MyDrug Tablet 75 MG 05 Bottle 50 = #2
3333 MyDrug GelCap 75MmG | 06  Blister 10 4 #6 | ot 5
07 Blister 50 #7

* Matches Form 2657

www.ReedTech.com
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Reed Tech’s
SPL Solution

www.ReedTech.com 36 @ REED TECHNOLOGY
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Reed Tech’s SPL Solution — 5 Easy Steps

1. Collect Source Content
(Forms 2656, 2657, 2658, and Labeling)

2. Populate Data Collection Forms

4. Receive and Confirm SPL
5. Submit SPL

(We do it or you do it)
3. Upload Datato Secure Portal ‘

www.ReedTech.com 37 @ REED UTEGHNO}JOGY
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Reed Tech’'s SPL Solution
1. Collect Source Content

Sponsor

2
w Adabe

Paper

Forms

Reed Tech Support —
Always Available

www.ReedTech.com 38 @ REED TECHNOLOGY
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Reed Tech’s SPL Solution
2. Populate Data Collection Forms

Sponsor
A E (2

Reed Tech Support —
Always Available

www.ReedTech.com 39 @ REED TECHNOLOGY
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Reed Tech’s SPL Solution
3. Upload Data to Secure Portal

Sponsor

L
=

Forms

Upload Data

Reed Tech Support —
Always Available

www.ReedTech.com 40 @ REED TEGHNOLOGY_

Transforming Data, Delivering Information
for the Life Sciences Industry



Reed Tech’s SPL Solution
4. Recelve and Confirm SPL

Sponsor

£

Upload Data

Reed Tech Support —
Always Available

www.ReedTech.com 41 @ REED TECHNOLOGY

Transforming Data, Delivering Information ™
for the Life Sciences Industry



Reed Tech’'s SPL Solution

5. Submit SPL

Sponsor

\@\

Submission

Upload Data <>
FDA
>, 1o
!éTEUE Reed Tech Support —

Always Available

www.ReedTech.com 42 @ REED TECHNOLOGY
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Reed Tech Solution Features

= Sponsor only needs MS Internet Explorer to transfer data
and view SPL

= Service model easily supports one or multiple client sites
= Reed Tech will:
* Provide easy-to-use data collection forms

* Accurately transfer Labeler information into
SPL XML structure, e.g. GUIDs, effectiveTimes

* Check presence/format of data values, e.g. D-U-N-S number,
phone, email

* Control SPL Versions and Life Cycle Management
(version number, GUIDS, effectiveTime, etc.)

® Convert SPL R3 to R4 format
* Validation Cross Check SPL-NDC /SPL-REG / SPL-LL

(\
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Reed Tech Solution Features (continued)

Importance of Validation Cross Check

Labeler Code 1234 ves
CE)OLTI\IIJ;I;y g:f;lggzg Labeler Code 1234
SPL-LCR Validation Company Reed Tech
' ' DUNS # 884918947
e Cross Check | Establishment |Reed Tech Mfg
Establishment |Reed Tech Mfg DUNS # 230797256
DUNS # 230792756 Operation Manufacture
§ Operation Manufacture -
SPL-REG Operation Relabel

Pass Validation? NO!

\\/ Why? DUNS # Error
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Reed Tech Solution Features (continued)

Reed Tech will:

= Performrigorous validation (automated and human expertise)
* Terminology
* FDA Tier 1 Schema/Parsing
* FDA Tier 2 Business Rules
* Reed Tech Value Added Business Rules
* Customer Specific Business Rules
= Apply FDA Regulation and Terminology updates within
1 day of FDA posting
= Provide Ongoing Life Cycle Management

® Provide SPL submission via ESG

= Reed Tech is now creating SPL Revision 4 documents for the FDA
eDRL Pilot Program

= All SPLs submitted to date have successfully passed FDA validation

= You benefit from Reed Tech’s SPL Subject Matter Expertise,
Technology, and Delivery

www.ReedTech.com 45 @ REED TECHNOLOGY

Transforming Data, Delivering Information ™
for the Life Sciences Industry



Outsourced Solution vs. Purchased Software

= Qutsourced Solution:

* Easiest for your Regulatory and IT staff

* |Leverages Reed Tech’'s Subject Matter Expertise

* Highly cost-effective

® Secure, accurate, and on-time

* Reacts immediately to FDA guidance changes
= Purchased Software:

* High purchase/maintenance costs

* [nstallation/validation time and costs

* Regulatory and IT Training necessary

* Potential delays of version updates

7
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Beyond the FDA mandate,
what value does your
SPL XML provide?
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XML Reuse for Downstream Manufacturing and
Marketing Publishing

Mfg
e Package Insert
e Container Label
e Pkg Label

Pharma

Agency
Submission

Mktg
e Advertising
e Collateral
o Web Page

Print-ready
Material

(Labeling & Listing)

SPL-NDC
(Labeler Code)

Web-ready
Material

SPL-REG

Electronic - .
Submissions (REeEten)
Gateway
NLM
DailyMed (ESG) /Z.
A
LabelSentinel !.‘REEDTBGH
(Sgo"w'v'nfo”;g;” Labeling & Listing Registration  Publishing (pdf, html...)
e LabelConvert e SPL Creation e Package Insert
e LabelCompare e Validation e Container & Pkg Label
e SPL-PLR Rewrite e Cross Check e Product Web Page
e Proof Reading e Advertisement
e Consulting o Collateral
e Proof
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SPL Content Repurposed

= Print-ready
formatted output

—e.g. PDF, Adobe
InDesign

= Web-ready
—e.g. HTML, XHTML
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Reed Tech’s SPL Solution — What Sets Us Apart?

Extensive Regulatory Knowledge
* FDA Rules, Guidance, and Pilot Program
* Changes implemented within one day
= Associations
* HL7, DIA, RAPS
= Real World SPL Experience
®* Over 110 Customers; over 3,500 SPLs
= Industry Leading Customer Support
* “John, Grace, Gary, and team”
= Strong Technology
e XML, Validation, GMP

Quality, Timely, and Cost Effective

7
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Questions and Answers
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Appendix
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FDA SPL Reference Sites

= FDA SPL Website
* SPL-Original, SPL-PLR, and SPL R4 information
(Guidance for Industry, Implementation Guides, Schema &
Stylesheet, Resource Links, etc.)
http://www.fda.gov/oc/datacouncil/spl.html

= FDA SPL-PLR Reference Website
Comprehensive collection of SPL-PLR reference information
(Press Release, Summary, Q&A, CFR Rule, Guidance for

Industry, Examples, etc.)
http://www.fda.gov/cder/requlatory/physlLabel/default.htm

= FDA CONTACTS
* Help: spl@fda.hhs.qov
* New Drug Applications: Lonnie Smith, +1-301-594-0011

° %Jgéeviated New Drug Applications: Koung Lee, +1-301-827-

7
www.ReedTech.com 53 '@ EEPQEFSENSL‘QEY

for the Life Sciences Industry



mailto:spl@fda.hhs.gov

SPL Reference Sites

NLM DailyMed Website
View or download published SPLs
http://dailymed.nim.nih.gov/dailymed/about.cfm

= FDA Electronic Submissions Gateway Website
Setup an ESG account

http://www.fda.gov/esq/

= FDA Data Council Home page
Sign up for email updates
http://www.fda.gov/oc/datacouncil/

= Dun & Bradstreet Website
View or create your DUNS number
http://www.dnb.com/
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Reed Tech Contact Information

(é, REED TECHNOLOGY
‘ AND INFORMATION SERVICES

7 Walnut Grove Drive ® Horsham, PA 19044
215-441-6400 » www.ReedTech.com

= Mark Bayer — VP, Business Development
mbayer@reedtech.com +1-215-441-6408

= John Lorenc — Supervisor, Life Sciences Services
lorenc@reedtech.com +1-215-441-6358

= Ben McGinty — Sr. Director, Business Development
bmcginty@reedtech.com +1-215-441-6466

= Gary Saner — Sr. Manager, Information Solutions-Life Sciences
gsaner@reedtech.com +1-215-441-6454
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